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Assistant Commissioner for Patents 

Washington, D.C. 20231 

Sir: 

Enclosed herewith is a petition for an extension of time 
under 37 C.F.R. § 1.136. The petition authorizes the office 
to charge the necessary fee under 37 C.F.R. § 1.17(a) to 
Deposit Account No. 05-0840 in the name of Eli Lilly & Co. 

Claims 1-13 of this Application are currently pending. 
The Examiner has made a restriction requirement under 35 
U.S.C. § 121. Applicants provisionally elect with traverse 
Group II and the species Val 8 -GLP-1 (7-37 ) [SEQ ID NO: 5]. 
Applicant is unclear how to elect an "ultimate specie." 
Neither the M.P.E.P. nor the Code of Federal Regulations 
addresses this requirement asserted by the Examiner. Further, 
there are numerous changes that can be made to native GLP-1 to 
generate analogs with activity. Applicants have desc ribed 
hundreds of t hese compounds in the Specif icatio ^_3nd_ajA_of_ 
"these coi^ou^i^hayej!^^ 
rbackbone. Applicants respectfully request that the 
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requirement for restriction be reconsidered primarily because 
the Examiner has improperly restricted out members of a 
Markush group. 

The Examiner has indicated that because GLP-1 compounds, 
GLP-1 analogs, GLP-1 derivatives, compounds that act through 
the GLP-1 receptor, and compounds that enhance insulin 
sensitivity by acting through the GLP-1 receptor may be 
classified in different subclasses depending on the structure 
of the molecule, that the use of each of these compounds to 
treat stroke is a distinct invention. 

Claim 1 encompasses the use of GLP-1, GLP-1 analogs, GLP- 
1 derivatives, and salts thereof to reduce the mortality and 
morbidity associated with stroke. These compounds are 
described extensively throughout the specification and share 
the common structural feature of the GLP-1 backbone. GLP-1 
compounds which include analogs, derivatives, variants, 
precursors and homologues are discussed beginning on page 5, 
line 25. The sequence of native GLP-1 (7-37) is provided at 
the bottom of page 5 and top of page 6. GLP-1 analogs are 
defined and exemplified on page 6, lines 3-12. Additional 
analogs which generally have one or two substitutions at 
various positions of native GLP-1 (7-37) are described on page 
6, line 26 through page 15. GLP-1 analogs that are resistant 
to DPP-IV cleavage are preferred and these analogs are 
discussed on page 12, lines 1-6. GLP-1 derivatives are 
defined and exemplified on page 6, lines 12-25. Additional 
derivatives are described on page 9 and pages 12 through 15. 

These GLP-1 compounds are claimed as a Markush group. 
Applicant respectfully asserts that it is not proper to 
restrict out members of a Markush group especially when the 
compounds included within the group share a common utility and 
a substantial structural feature. See M.P.E.P. § 803.02. The 
compounds restricted out by the Examiner in this case share a 
common utility in that they have insulinotropic activity. 
They share common structural features of the native GLP-1 
backbone, and they are all able to bind and activate a signal 
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through the GLP-1 receptor. 

In distinguishing restriction requirements made between 
different claims and those made in the context of a Markush 
group, the Federal Circuit noted that "it is never proper for 
an examiner to reject a Markush claim under 35 U.S.C § 121. 
Section 121 simply does not authorize such a rejection." In 
re Watkinson, 900 F.2d 230, 232 (Fed. Cir. 1990). The 
M.P.E.P. § 803.02 points out two specific cases where the 
Board of Appeals reversed an Examiner's decision to restrict 
out claims of a Markush group. See In re Weber, 58 0 F.2d 4 55 
(C.C.P.A. 1978); In re Haas, 580 F.2d 461 (C.C.P.A. 1978). In 
Weber, the court stated that "an applicant has a right to have 
Each claim examined on the merits" and noted that if a single 
claim is required to be divided up, that claim would never be 
considered on its merits. 580 F.2d at 458. The court held 
that while section 121 allows the restriction of independent 
and distinct inventions, "[i]t does not . . . provide a basis 
for an examiner acting under the authority of the Commissioner 
to Reject a particular Claim on that same basis." Id. 

Thus, it is improper to restrict the method of using GLP- 
1 compounds, GLP-1 analogs, and GLP-1 derivatives to treat the 
mortality and morbidity associated with stroke into three 
groups. This requirement would prevent Applicants from ever 
having the claim as filed considered on the merits. 

In conclusion, Applicants respectfully request 
reconsideration of the restriction requirement especially with 
respect to Groups I, II, and III. Restriction of the 
invention into Groups I, II, and III improperly restricts a 
Markush group. Further, Applicant respectfully notes that 
Applicant has received issued U.S. Patent No. 6,006,753 titled 
Use of GLP-1 or Analogs to Abolish Catabolic Changes after 
Surgery. Claim 1 of this issued patent provides: 

A method of attenuating post-surgical catabolic changes 
and insulin resistance, comprising, administering to a 
patient in need thereof a compound selected from the 
group consisting of GLP-1, GLP-1 analogs, GLP-1 
derivatives, and pharmaceutically-acceptable salts 
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